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DETAILED ACTION 

Applicant's response of July 30, 2010 has been fully considered. Claims 22 and 34 have 
been amended. Claims 1, 19-22, 24, 27-34, 36 and 39-48 are pending with claims 1,19-21, 30- 
33 and 42-48 withdrawn from consideration. The office action mailed on May 17, 2010 is 
indeed a non-final rejection. 

Claim Rejections - 35 USC § 102 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claims 22, 24, and 27-29 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Shalaby(US 2004/0133237). 

Regarding claims 22 and 29 , Shalaby teaches an absorbable medical device, such as a 
suture, having controlled physical properties, that is irradiated with radiation from an electron 
beam (]f4, 6). A suture has a core and an outer surface by definition. It is the outer surface that 
is irradiated with the radiation because the irradiation occurs after the article has formed flf6). 
These sutures are sterilized, so therefore, the entire outer surface is irradiated fl|6). Shalaby also 
teaches that the controlled physical property can be controlled mass loss of the suture, i.e., 
controlled degradation of the suture through molecular weight loss. Moreover, Shalaby teaches 
that the it is the irradiation which changes the physical properties and the physical properties 
vary inversely with the radiation dose (]f5). In other words, the more radiation something 
receives, such as the outer surface of the suture, the less its physical property, i.e., molecular 
weight. Therefore, since the outer surface receives more of the radiation, it would have a lower 
molecular weight than the inner core of the suture. This difference in molecular weight is by 
definition a gradient (changes gradually). Finally, the rate of bioabsorbability, i.e., degradation, 
is dependent upon the molecular weight of the component. Therefore, since the outer surface has 
a lower molecular weight, it would have a greater rate of bioabsorbability. 

Regarding claim 24 , The rate of bioabsorbability (degradation) the suture (implant) is 
determined by the type of polymer and the amount of radiation it receives. Therefore, one can 
predetermine what this rate should be. 
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Regarding claims 27 and 28 , Shalaby teaches that the suture is made from poly(glycolide- 
co-trimethylene carbonate polymers (][6). The whole suture is made of this polymer. 

Claims 34, 36, and 39-41 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Shalaby (US 2004/0133237). 

Regarding claims 34 and 41 , Shalaby teaches an absorbable medical device, such as a 
suture, having controlled physical properties that is irradiated with radiation from an electron 
beam (]f4, 6). A suture has a core and an outer surface by definition. It is the outer surface that 
is irradiated with the radiation because the irradiation occurs after the article has formed fl}6). 
These sutures are sterilized so therefore, the entire outer surface is irradiated fl}6). Shalaby also 
teaches that the controlled physical property can be controlled mass loss of the suture, i.e., 
controlled degradation of the suture through molecular weight loss. Moreover, Shalaby teaches 
that the it is the irradiation which changes the physical properties and the physical properties 
vary inversely with the radiation dose (T}5). In other words, the more radiation something 
receives, such as the outer surface of the suture, the less its physical property, i.e., molecular 
weight. Therefore, since the outer surface receives more of the radiation, it would have a lower 
molecular weight than the inner core of the suture. This difference in molecular weight is by 
definition a gradient (changes gradually). Finally, the rate of bioabsorbability, i.e., degradation, 
is dependent upon the molecular weight of the component. Therefore, since the outer surface has 
a lower molecular weight, it would have a greater rate of bioabsorbability. 

Regarding claim 36 , The rate of bioabsorbability (degradation) the suture (implant) is 
determined by the type of polymer and the amount of radiation it receives. Therefore, one can 
predetermine what this rate should be. 

Regarding claims 39 and 40 , Shalaby teaches that the suture is made from poly(glycolide- 
co-trimethylene carbonate polymers (]f6). The whole suture is made of this polymer. 

Response to Arguments 

Applicant's arguments filed July 30, 2010 have been fully considered but they are not 
persuasive. 
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Applicant's main argument surrounds the use of gamma radiation as opposed to electron 
beam radiation. Applicants point to Examples 1 and 3 in Shalaby for their use of gamma 
radiation and further conclude that all the examples in Shalaby use gamma radiation. Preceding 
from an alleged foundation that Shalaby only teaches the use of gamma radiation, the arguments 
give many reasons why the use of gamma radiation will not produce the desired, claimed results. 
However, applicants are reminded that a reference may be relied upon for all that it would have 
reasonably suggested to one having ordinary skill the art, including non-preferred embodiments, 
i.e., examples. Merck & Co. v. Biocraft Laboratories, 874 F.2d 804, 10 USPQ2d 1843 (Fed. 
Cir.), cert, denied, 493 U.S. 975 (1989). MPEP 2123. Shalaby clearly teaches in paragraph 
[0004] that either gamma radiation or electron beam radiation is used. The fact that Shalaby uses 
gamma radiation in its examples does not negate the fact that electron beam radiation is clearly 
taught in the reference. One of ordinary skill in the art would know the properties of each type 
of radiation and would use the appropriate type for the appropriate type of article. Moreover, the 
claims only a require that the molecular weight distribution changes gradually, i.e., a gradient is 
produced. A gradient is simply a change in value with change in a given variable. This is a very 
broad term as used in the claim. A "meaningful gradient," as mentioned by the applicants on 
page 9 of the response, is not required. Also, the claims are for simply a substrate. There are no 
distinguishing characteristics, such as thickness, size, or type of article, claimed. Therefore, 
Shalaby teaches all the limitations of the claims as set forth and the rejections of record are 
maintained. 



Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
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however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 



Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Angela C. Scott whose telephone number is (571) 270-3303. The 
examiner can normally be reached on Monday through Friday, 6:00 am to 1 1 :00 am and 3:00 pm 
to 6:00 pm, EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mark Eashoo can be reached on (571) 272-1 197. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Mark Eashoo/ 

Supervisory Patent Examiner, Art Unit 1767 



I A. C. S./ 

Examiner, Art Unit 1767 
October 23, 2010 



